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Lkar Sir or Madam

We have reviewed the no~ice of Ihe abcwe-rnenrioned public hearing and respectfully
request Theopponum~y TO pa.nicipam in The hearing scheduled for Jwie 28-29, 2000 AI this
time, we do no~ imend to participrue on behalf of any parncu]ar company fi~her, we wish m
offer more general insigh~s regarding The C)TC monograph sysrem based on our prior experience
represeming clients in this area, and giv~n Mr. Pinto’s past experience at FDA in The early
developmern of~hc OTC monocjraph process

In pa.rucular, we wish TOcomment on the following issues

■ The changing focus of the OTC Revusw from i[soriginal purpose,

“ The need for expansion of the OTC Review in ligh~ of world harmoniza~ion efforts.

■ PosslblK mechanisms for rirndy review of OTC ingredient perition>,

‘ The rule of s~akeholders in the development of FII.A regulatory policy
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We anticipate Ihat these issues can be covered ]n approximately 15 minu~es lfyuu have
any quest Ions or need funher reformation, please feel free to comacl us a The following
numbers Robem Pinto S87-4070, Mary Johnson 88’7-+588. ~er June 15, 2000, please contacT
us a~ the law firm of Buchanan Ingersoll, 1776 K Sueet, N W , SIe. 800, Washimyon, DC 20006,
phone 202-452-7900

We appreciate the oppmmmi~y to panicipme m the hearing. and look fomarcl 10 a
though~ful and prochmive discussion

ofSin e’ ly,

‘~)p2“-IL_..__.
Rob Pin o
Maw -=..la.kwm

MI-J .
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